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update this information as necessary. 
Such updated information shall be sub-
mitted to FDA, within 5 days of a 
change in the designated agent infor-
mation. 

(b) U.S.-designated agents of foreign 
manufacturers are required to: 

(1) Report to FDA in accordance with 
§§ 803.50, 803.52, 803.53, 803.55, and 803.56; 

(2) Conduct, or obtain from the for-
eign manufacturer the necessary infor-
mation regarding, the investigation 
and evaluation of the event to comport 
with the requirements of § 803.50; 

(3) Forward MDR complaints to the 
foreign manufacturer and maintain 
documentation of this requirement; 

(4) Maintain complaint files in ac-
cordance with § 803.18; and 

(5) Register, list, and submit pre-
market notifications in accordance 
with part 807 of this chapter. 

[60 FR 63597, Dec. 11, 1995, as amended at 66 
FR 23157, May 8, 2001]

EFFECTIVE DATE NOTE: At 61 FR 38347, July 
23, 1996, § 803.58 was stayed indefinitely.
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Subpart A—General Provisions

§ 806.1 Scope. 
(a) This part implements the provi-

sions of section 519(f) of the Federal 
Food, Drug, and Cosmetic Act (the act) 
requiring device manufacturers and 
importers to report promptly to the 
Food and Drug Administration (FDA) 
certain actions concerning device cor-

rections and removals, and to maintain 
records of all corrections and removals 
regardless of whether such corrections 
and removals are required to be re-
ported to FDA. 

(b) The following actions are exempt 
from the reporting requirements of this 
part: 

(1) Actions taken by device manufac-
turers or importers to improve the per-
formance or quality of a device but 
that do not reduce a risk to health 
posed by the device or remedy a viola-
tion of the act caused by the device. 

(2) Market withdrawals as defined in 
§ 806.2(h). 

(3) Routine servicing as defined in 
§ 806.2(k). 

(4) Stock recoveries as defined in 
§ 806.2(l). 

[62 FR 27191, May 19, 1997, as amended at 63 
FR 42232, Aug. 7, 1998]

§ 806.2 Definitions. 
As used in this part: 
(a) Act means the Federal Food, 

Drug, and Cosmetic Act. 
(b) Agency or FDA means the Food 

and Drug Administration. 
(c) Consignee means any person or 

firm that has received, purchased, or 
used a device subject to correction or 
removal. 

(d) Correction means the repair, modi-
fication, adjustment, relabeling, de-
struction, or inspection (including pa-
tient monitoring) of a device without 
its physical removal from its point of 
use to some other location. 

(e) Correction or removal report number 
means the number that uniquely iden-
tifies each report submitted. 

(f) Importer means, for the purposes of 
this part, any person who imports a de-
vice into the United States. 

(g) Manufacturer means any person 
who manufactures, prepares, propa-
gates, compounds, assembles, or proc-
esses a device by chemical, physical, 
biological, or other procedures. The 
term includes any person who: 

(1) Repackages or otherwise changes 
the container, wrapper, or labeling of a 
device in furtherance of the distribu-
tion of the device from the original 
place of manufacture to the person who 
makes final delivery or sale to the ulti-
mate user or consumer; 
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